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Cleaning and Maintens 
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Cleaning and Maintenance of the Clean Room 
Month/Year : 


1 

< TY 

„ > 
A 

* ^ 

lA 

H A. 


■^Q_, 

t- '3- 
s {A 

“■ Q 

a: 5~ 




^ ^ 'H 4ft - 
ft ft 

A h ft 

..*£**£ 

ft A. 

/W 2e£ 2ft 

- * * JE 
ft & 

^ ?k 
4 ft & A 
■ % k !*& 

: •£ A 

- A ^ gjs ftA 

■& ^ ^ i. V 

& 

ft ^ >'K 
*) % ft ft* 

% ^ ftlra 


. v V s \4 

■'■&4 ft 
^ftekA*,^ 
A ^r 4 
ftA'ft -arcf 


A ^ C+ V 


S t «-« „ 
a # "is i . 


-Eg 

* m 

sl 


a 1 1 

ill I 


io y 


S Iji if miii 

issiiyusi: 


^ A . 

A ^ A 

$A ^ 4 ^ 

A&S? ^ A: 

4 A A A 

^ A •S : 

y • 

-sk ft <i' 
n$ A 
% # ft 

i s ?i s 

i ; ij? ; i 

I . illll t i 

% l Si t rfS % -J 

I III"! J<£ 
s | I 111 li fl -’ 


H fc»^J2F 

&* * i® % ¥ 

& ^ 4 

t*R ft 

^ ft ft 

£ jfc. A 4 

^ ^ & $ 

4 & 

A ^ N 

. *ass a % 

A ft =$ 

$* 

Aft 35. 


y 


A if '3^& 
kft A A 

ft ^ ^ftl 


ii 


I HZ 


s Si \ « " ? 1 If I 

jlj|.iji 1 1 III! 1 

Ij'lillBt 1 I If it I 


FDA P00056042 


1 74704_79_9_000527 




FDA P00056043 



Month/Year : ^o{X- 



FDA P00056044 


New England Compounding Cer 



s 'h A 

1*2; ' A i? * * 



FDA P00056045 



Cleaning and Maintenance of the Clean 
Month/Year : />- 



FDA P0005604 6 


tesooo 6 6 L VOLVL l 




FDA P00056047 


1 74704_79_9_000532 




FDA P00056048 





FDA P0005604 9 


England Compounding Cer 



Cleaning and Maintenance of Clean Room 2 
Month/Year : ^-c/Z_ 



FDA P00056050 


w England Compounding Center SOP 3.040 









CD 

CO 

LO 

O 





.2 

£ 

O 

CD 

G) 

CD 

r^ 


Xu 

a 

S* 


^t 

o 

r^ 

, ^- 

h- 


& X 

0 




C- 


o 

£* 




^ # 

rO 

V> 

r 



}&*&% 

^ $ 

*L 




^>eM 

* 3 

& 

** 



i ^ 

( t t 

£ 

&•* 



$&< *** 

i £ 


>i5 > 



**t &* 


<P 




sUt «l\ 

i £ 

a 

o> 



>$Uii 

1 i ^ 





**s Ai 


tP 





i * 

«J 

<&. 




%?$&$&'$■ 


* 




\t^ d&l 

&? a 

a> 




% &** g* * 

x ^ 

i=L 

** 



■JV*-- i-li 




* 



3 a 

£ 


CL 

o 


lyySlxxxx 

1 

o 


hu a ■ 

liu 

d 

d 

1 


I ^ ii* 1 

It i 

0 

3 


1 


1 B |f 

1 § s’ ! l i 


iLi 

1 

S 


i| lisi 

, 1 1 

HII 

l 

c 

HI 

5 


t !*I 

IL 1 

■II 

! ; ! f 

2 

5 

z 


Yu hi 

HI I 

llifi 

ill 





FDA 

_P0005 6051 









Month/Year : 




May-12 




^ ^ vi 


A U $ i 


-^a ?- ^-2 


:rr^^ 


#1 J 


New England Compounding Center SOP 3.020 





<iX ft & d 

i^X«- ■/ * 

©» 3 '^ v £& 

a 

l*&** * 

,i 4 

|«X^ » 

W„ 4 

o V> o 

. e * 3 * P 

w * 

■ *" 

| «X *> 

V, 4 

4 


£> 

* *al^ 

4^4 4 


^44 

4 

li gi? 
^^4 4 
4 4 4 i 
4 i » s 
4 1.4 S' 
i ii i 
4 44 i 
44 4 





Cleaning and Maintenance of the Clean Room 



FDA P00056060 


New England Compounding Center SOP 3.020 


Cleaning and Mainten 



New England Compounding Cer 






Cleaning and Maintenance of the Clean Room 
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Cleaning and Maintenance of Non-Sterile Compounding Lab 
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End of Day Check List 

If the lights are off, it is understood that the following 
has been completed© 


• Vacuum Floor in lab & cream room 

• Mop Floor in lab & cream room (Friday) 

• Unplug Hot/Stir Plates 

• Turn off all hoods 

• Turn off heat sealer 

• Check that Refrigerator/Freezer is closed 

• Turn off scales 

• Turn off lights /W9)- 

Zoir 

Please initial below when list above is checked at end 
of each day 


Monday 

Week 1 

m 

Week 2 

Week 3 

Week 4 

Week i 

sflci 

Tuesday 




A 


Wednesday 





A 

Thursday 

olfL 

Ol 

7cc 



Friday 

** 1 
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7^7 


(LijMk- GVio-i,x- 


174704_79_9 


.000559 


FDA P0005 607 4 



End of Day Check List 


If the lights are off, it is understood that the following 
has been completed© 


• Vacuum Floor in lab & cream room * 

• Mop Floor in lab & cream room (Friday) 

• Unplug Hot/Stir Plates 

• Turn off all hoods 

• Turn off heat sealer 

• Check that Refrigerator/Freezer is closed 

• Turn off scales 

• Turn off lights 

0 


jo I (A 



Please initial below when list above is checked at end 
of each day 

Week 1 

Week 2 

Week 3 

Week 4 

Week 5 

Monday 


>&■ 



fa 

Tuesday 

fai 

fa 

fa 

fa. 

fa 

Wednesday 


fa 


fa 

fa 

Thursday 

fafa 

fa 

-A 


r^f Pr 

Friday 

fa 

fa 

fa 

fa 

fa 
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End of Day Check List 

If the lights are off, it is understood that the following 
has been completed© 


• Vacuum Floor in lab & cream room 

• Mop Floor in lab & cream room (Tuesday & Friday) 

• Unplug Hot/Stir Plates 

• Turn off all hoods 

« Turn off heat sealer 

• Check that Refrigerator/Freezer is closed 

• Turn off lights 



Please initial below when list above is checked at end 
of each day 

Week 1 

Week 2 

W^k3 

Week 4 

Week 5 

Monday 

M/A 

'VU 


XM 

XXt-- 

Tuesday 

M/A 




Tn 

Wednesday 

A )iA 

kc/ 

Oh 

TAX 



Thursday 

AJ/4 

l' iM 




Friday 

X 

X 

<7^7 

X ... 
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End of Day Check List 


If the lights are off, it is understood that the following 
has been completed© 


• Vacuum Floor in lab & cream room 

• Mop Floor in lab & cream room (Tuesday & Friday) 

• Unplug Hot/Stir Plates 

• Turn off all hoods 

• Turn off heat sealer 

• Check that Reffigerator/Freezer is closed 

• Turn off lights 

° Twk Sc.o\t% 6^' 



Please initial below when list above is checked at end 
of each day 

Week 1 

Week 2 

Week 3 

Week 4 

Week 5 

Monday 



wat 



Tuesday 




Ah 

xAi 

Wednesday 





AA 

Thursday 



^A\ 



Friday 



^ 

Xju 

& 
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End of Day Check List 


If the lights are off, it is understood that the following 
has been completed© 


• Vacuum Floor in lab & cream room 

• Mop Floor in lab & cream room (Tuesday & Friday) 

• Unplug Hot/Stir Plates 

• Turn off all hoods 

8 Turn off heat sealer 
8 Check that Refrigerator/Freezer is closed 
8 Turn off lights 




h A 


Please initial below 


Week 1 

Week 2 

Monday 

Tuesday 

& 


Wednesday 

<3 st 


Thursday 



Friday 




■( 241 

when list above is checked at end 
of each day 
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End of Day Check List 


If the lights are off, it is understood that the following 
has been completed© 


• Vacuum Floor in lab & cream room 

• Mop Floor in lab & cream room (Tuesday & Friday) 

• Unplug Hot/Stir Plates 

• Turn off all hoods 

• Turn off heat sealer 

• Check that Reffigerator/Freezer is closed 

• Turn off lights 


h\i- 



Please initial below when list above is checked at end 
of each day 

Week 1 

Week 2 

Week 3 

Week 4 

Week 5 

Monday 

m 


cy )$L> 



Tuesday 

pJ/A 




/ r Tr-/i 

Wednesday 

tm 

Cs 




Thursday 

'Mj. 

k" 


A'a, 


Friday 


l 

■^77 , 
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End of Day Check List 


If the lights are off, it is understood that the following 
has been completed© 


• Vacuum Floor in lab & cream room 

• Mop Floor in lab & cream room (Tuesday & Friday) 

• Unplug Hot/Stir Plates 

• Turn off all hoods 

• Turn off heat sealer 

• Check that Reffigerator/Freezer is closed 

• Turn off lights 


2o\~U 

ok- 



Please initial belovvwhen list above is checked at end 
of each day 

Week 1 

Week 2 

WeekU 

Week 4 

Week 5 

Monday 

" 


(\[pd 


XK. 

Tuesday 

— ' 





Wednesday 

vzl 

cm 

uMI 


a&f 1 

Thursday 

nc 
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U0//T 

Friday 



P); 
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N/A 
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End of Day Check List 


If the lights are off, it is understood that the following 
has been completed© 


• Vacuum Floor in lab & cream room 

• Mop Floor in lab & cream room (Tuesday & Friday) 

• Unplug Hot/Stir Plates 

• Turn off all hoods 

9 Turn off heat sealer 

• Check that Refrigerator/Freezer is closed 

• Turn off lights 



Please initial below when list above is checked at end 
of each day 

Week 1 

Webk\2 

Week 3 

W©ek4 

Week 5 

Monday 


( jjjt D 


( Mfoy 

~W. 

Tuesday 



'fV 

ViSt 


Wednesday 

tKL 



y>/v\ 

foA 

Thursday 


(mL- 




Friday 






. fiJA 




oX-o K i a. 


1 74704_79_9_000566 


FDA P00056081 



FDA P00056082 



RECEIPT OF CONTACT PLATES - ATTACHMENT 1 
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remel 


Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK Product Number: R1 11800 

LotNumber: 233952 Expiration Date: 2012-1 1-28 

(YYYY-MM-DD) 

This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 
Organism Challenge 
Aspergillus brasiliensis 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 

A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 30-35°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 

sical Characteristics: 

Appearance: Light to Medium Amber, Clear Agar 

pH @ 20-25°C: 7 3 +/- 0.2 

Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


ATCC Results 

16404 Pass 

6633 Pass 

10231 Pass 

8739 Pass 

9027 Pass 

6538 Pass 

9341 Pass 

12228 Pass 






Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939, www.remel.t 
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iing this shipmer 



remel 


Certificate of Quality 


Product Name: Contact Sterile TS A w/Lec,PS80 10/PK Product Number: Rill 800 

Lot Number: 207295 Expiration Date: 2012-10-01 

(YYYY-MM-DD) 

This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 
Organism Challenge 
Aspergillus brasiliensis 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 

A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-3 5°C for bacteria for not more than 72 hours, and at 30-35°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 

ysical Characteristics: 

Appearance: Light to Medium Amber, Clear Agar 

pH @ 20-25°C: 7.3 +/- 0.2 

Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


ATCC Results 

16404 Pass 

6633 Pass 

10231 Pass 

8739 Pass 

9027 Pass 

6538 Pass 

9341 Pass 

12228 Pass 


Ctl o&QQn . 

Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939,' 
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remel 


Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK Product Number: R1 11800 

Lot Number: 207295 Expiration Date: 2012-10-01 

(YYYY-MM-DD) 

This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 
Organism Challenge 
Aspergillus brasiliensis 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 

A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 30-35°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 

ysical Characteristics: 

Appearance: Light to Medium Amber, Clear Agar 

pH @ 20-25°C: 7.3 +/- 0.2 

Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


ATCC Results 

16404 Pass 

6633 Pass 

10231 Pass 

8739 Pass 

9027 Pass 

6538 Pass 

9341 Pass 

12228 Pass 


Signed 

Quality Control Supervisor 


12076 Santa Fc Drive, Lenexa, KS 66215, 800-255-6730, 913-8 
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remel 


Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK 
Lot Number: 201870 


Product Number: Rill 800 
Expiration Date: 2012-09-1 8 

(YYYY- 


-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 
ATCC Results 

16404 Pass 

6633 Pass 

10231 Pass 

8739 Pass 

9027 Pass 

6538 Pass 

9341 Pass 

12228 Pass 


Organism Challenge 
Aspergillus niger 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 


Bnysical Characteristics: 

Appearance: Light to Medium Amber, Clear Agar 

pH @ 20-25°C: 7.3 +/- 0.2 

Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Signed 

Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 913-S 
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Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK 
Lot Number: 204748 


Product Number: Rill 800 
Expiration Date: 2012-09-24 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 

Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 

Organism Challenge ATCC Results 

Aspergillus niger 16404 Pass 

Bacillus subtilis 6633 Pass 

Candida albicans 10231 Pass 

Escherichia coli 8739 Pass 

Pseudomonas aeruginosa 9027 Pass 

Staphylococcus aureus 6538 Pass 

Kocuria rhizophila 9341 Pass 

Staphylococcus epidermidis 12228 Pass 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 


^Viysical Characteristics: 

Appearance: 
pH @ 20-25°C: 


Light to Medium Amber, Clear Agar 
7.3 +/- 0.2 


Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

1 3.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 


Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, K.S 66215, 800-255-6730, 913-888-0939,1 
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Certificate of Quality 


J 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK Product Number: R1 1 1800 

Lot Number: 206263 Expiration Date: 2012-09-26 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 
ATCC Results 

16404 Pass 

6633 Pass 

10231 Pass 

8739 Pass 

9027 Pass 

6538 Pass 

9341 Pass 

12228 Pass 


Organism Challenge 
Aspergillus brasiliensis 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 30-35°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 


Q^Riysicnl Characteristics: 

Appearance: 
pH @ 20-25 °C: 


Light to Medium Amber, Clear Agar 
7.3 +/- 0.2 


Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Signed 

GlI o<8 c QQ a— 

Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939,' 
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Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK Product Number: R1 1 1800 

Lot Number: 1 83770 Expiration Date: 20 1 2-08-06 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 

Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 

Organism Challenge ATCC Results 

Aspergillus niger 16404 Pass 

Bacillus subtilis 6633 Pass 

Candida albicans 10231 Pass 

Escherichia col i 8739 Pass 

Pseudomonas aeruginosa 9027 Pass 

Staphylococcus aureus 6538 Pass 

Kocuria rhizophila 9341 Pass 

Staphylococcus epidermidis 12228 Pass 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 


^^^sical Characteristics: 
Appearance: 
pH @ 20-25°C: 


Light to Medium Amber, Clear Agar 
7.3 +/- 0.2 


Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939,- 


Page 1 of 1 


1 74704_79_9_000580 


FDA P00056095 



remel 



FDA P00056096 



remel 


Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK 
Lot Number: 435342 


Product Number: R1 11800 
Expiration Date: 2012-07-1 6 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 


Organism Challenge 

Aspergillus niger 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 


ATCC 

16404 

6633 

10231 

8739 

9027 

6538 

9341 

12228 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 

^ftysical Characteristics: 

Appearance: 
pH @ 20-25°C: 


Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Signed 

Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939,' 
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Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK 
Lot Number: 


Product Number: Rill 800 
Expiration Date: 2012-06-25 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 


Organism Challenge 
Aspergillus niger 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 


ATCC 

16404 

6633 

10231 

8739 

9027 

6538 

9341 

12228 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 

I^ysical Characteristics: 

Appearance: Light to Medium Amber, Clear Agar 

pH @ 20-25°C: 7.3 +/- 0.2 

Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Signed 




Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939,' 
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Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK 
Lot Number: 163415 


Product Number: R1 11800 
Expiration Date: 2012-06-20 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 


Organism Challenge 
Aspergillus niger 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuriarhizophila 
Staphylococcus epidermidis 


ATCC 

16404 

6633 

10231 

8739 

9027 

6538 

9341 

12228 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 


Inysical Characteristics: 

Appearance: Light to Medium Amber, Clear Agar 

pH @ 20-25°C: 7.3 +/- 0.2 

Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 9 1 3-888-0939, www.remel.c 
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Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK Product Number: R1 11800 

Lot Number: Expiration Date: 20 12-05- 14 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 

Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 

Organism Challenge ATCC Results 

Aspergillus niger 16404 Pass 

Bacillus subtilis 6633 Pass 

Candida albicans 10231 Pass 

Escherichia coli 8739 Pass 

Pseudomonas aeruginosa 9027 Pass 

Staphylococcus aureus 6538 Pass 

Kocuria rhizophila 9341 Pass 

Staphylococcus epidermidis 12228 Pass 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 


^feysical Characteristics: 
Appearance: 
pH @ 20-25°C: 


Light to Medium Amber, Clear Agar 
7.3 +/- 0.2 


Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Signed 

Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 
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remel 


Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK Product Number: R1 1 1 800 

Lot Number: 'ci.4-l.85.~63 Expiration Date: 2012-04-30 

. (YYYY-MM-DD) 

This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 
Organism Challenge 
Aspergillus niger 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuriarhizophila 
Staphylococcus epidermidis 

A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 

ysical Characteristics: 

Appearance: Light to Medium Amber, Clear Agar 

pH @ 20-25°C: 7.3 +/- 0.2 

Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


ATCC Results 

16404 Pass 

6633 Pass 

10231 Pass 

8739 Pass 

9027 Pass 

6538 Pass 

9341 Pass 

12228 Pass 


Signed 

Quality Control Supervisor 


12076 SanlaFe Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939,' 
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Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK Product Number: R1 1 1800 

Lot Number: Q 141856 Expiration Date: 2012-04-30 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 


Organism Challenge 
Aspergillus niger 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 


ATCC 

16404 

6633 

10231 

8739 

9027 

6538 

9341 

12228 


Pass 

Pass 

Pass 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period, Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 

Jfcysical Characteristics: 

Appearance: 
pH @ 20-25°C: 


Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled, Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Quality Control Supervisor 


12076 Santa Fe Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939, ww.remt 
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Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK 
Lot Number: 129012 


Product Number: Rl 11800 
Expiration Date: 2012-03-26 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 


Organism Challenge 
Aspergillus niger 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 


ATCC 

16404 

6633 

10231 

8739 

9027 

6538 

9341 

12228 


Pass 

Pass 

Pass 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 


K’hvsical Characteristics: 
Appearance: 
pH @ 20-25°C: 


Light to Medium Amber, Clear Agar 
7.3 +/- 0.2 


Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

1 3 .0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-2 5 °C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Signed 

fl— 

Quality Control Supervisor 


1 2076 Santa Fc Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939,' 
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Certificate of Quality 


Product Name: Contact Sterile TSA w/Lec,PS80 10/PK 

Lot Number: 126678 


Product Number: R1 11800 
Expiration Date: 2012-03-20 

(YYYY-MM-DD) 


This product has been manufactured, processed and packaged in accordance with Quality Systems Regulation, 21 CFR Part 820. 
Representative samples were tested per Remel Quality Control specifications and were found to meet performance criteria for this product. 
ATCC Results 


Organism Challenge 
Aspergillus niger 
Bacillus subtilis 
Candida albicans 
Escherichia coli 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Kocuria rhizophila 
Staphylococcus epidermidis 


16404 

6633 

10231 

8739 

9027 

6538 

9341 

12228 


A pass result indicates organism produced the expected colony size, number, and morphology, indicative of the challenge organism and level 
for the media formulation, within the required time period. Inoculation levels of 10-100 CFUs were used, and incubation was conducted at 
30-35°C for bacteria for not more than 72 hours, and at 20-25°C for fungi for not more than 5 days. The results meet or exceed USP Growth 
Promotion requirements. 


^lysical Characteristics: 
Appearance: 
pH@20-25°C: 


Light to Medium Amber, Clear Agar 
7.3 +/- 0.2 


Sterility Assurance Level: 

This product has been terminally sterilized to an SAL level of 10-6 by irradiation exposure to be within 

13.0-22.0 kGy. Manufactured lot has been statistically sampled. Samples were acceptable for microbial content and aesthetic value 
following 7 days at 20-25°C. 

Certificate results were obtained at time of release. End users are encouraged to assure product meets internal standards at time of use. 


Signed 

^Quality Control Supervisor 


12076 Santa Fc Drive, Lenexa, KS 66215, 800-255-6730, 913-888-0939, www.rcmel.c 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 



FDA P00056122 





CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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CLEAN ROOM FACILITY PERSONNEL TOUCH PLATE LOG - ATTACHMENT 7 
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